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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

Priority 

Applicant's claim of priority to PCT/CA04/01483 filed on August 10, 2004, which 
claims priority to US Provisional Application 60/494370 filed on August 11, 2003 is 
acknowledged. 



Information Disclosure Statement 

Receipt of the Information Disclosure Statement filed on January 23, 2006 is 
acknowledged. A signed copy is attached to this office action. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mehta (US Patent 5,084,278). 

The claims are drawn to a pharmaceutical composition comprising cores coated 
with a taste masking solution. It is noted that the claims comprise numerous product by 
process limitations. Applicant is therefore directed to MPEP 21 13, which discloses 
[Ejven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product-by- 
process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re 
Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). It is noted that claims 
7-16 set out to further limit the process of making the taste masking solution, however, 
as noted, the instant claims are all drawn to the product and not a method of making the 
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product, therefore, the burden is on Applicant to provide evidence that the product made 
by the recited product by process is materially different. 

Mehta discloses taste masked pharmaceutical compositions . The compositions 
comprise; 

a. a pharmaceutical core which is further comprised of a pharmaceutically active 
dose of a compound, and 

b. a microencapsulating polymer which coats the pharmaceutical core and is 
capable of taste masking the active compound. 

The polymeric coating can further comprise diluents, fillers, bulking agents, 
plasticizers, pigments and opacifiers (abstract). 

The cores are in the form of microcapsules (column 2, lines 20-37). The coated 
microcapsules are used to prepare chewable tablets or capsules (column 2, lines 52- 
56). 

The polymeric coating is preferably a mixture of at least about 5% of a high 
temperature film forming polymer and about 5% of a low temperature film forming 
polymer based on the total weight of the polymer in the microcapsule coating. Examples 
of high temperature polymers include HPMC and numerous Eudragit copolymers 
(column 4, lines 24-62). 

Diluents, including mannitol, in the amount of 0.1-95% by weight of the core 
material can be included (column 8, lines 3-24). The coating can also comprise a 
sweetener, such as aspartame in a preferable amount of 0.5% by weight of the total 
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weight of the capsule (column 9, lines 64-68). Flavoring agents including cherry in an 
amount of at most 2% can also be included (column 10, lines 1-8). 

The pharmaceutical core is coated with the taste masking polymer utilizing fluid 
bed equipment (column 9, lines 1-4). 

Mehta does not disclose the use of etoricoxib. However, Mehta discloses the use 
of taste masking coating is particularly useful in bitter or unpleasant tasting drugs or 
active agents. Etoricoxib known to be extremely bitter. 

It would have been obvious to one of ordinary skill in the art to have used the 
coating compositions as disclosed by Mehta in order to mask the bitter or unpleasant 
taste of etoricoxib in order to prepare a compositions which mask the taste of the drug 
and lead to a higher patient compliance which had been lost due to the unpleasant 
taste. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA S. MERCIER whose telephone number is 
(571)272-9039. The examiner can normally be reached on 8:00am-4:30pm Mon 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Melissa S Mercier/ 
Examiner, Art Unit 1615 



/MP WOODWARD/ 
Supervisory Patent Examiner, Art Unit 1615 



